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Food and Drug Administration, HHS § 610.12 

Subpart A—Release Requirements 
§ 610.1 Tests prior to release required 

for each lot. 
No lot of any licensed product shall 

be released by the manufacturer prior 
to the completion of tests for con-
formity with standards applicable to 
such product. Each applicable test 
shall be made on each lot after comple-
tion of all processes of manufacture 
which may affect compliance with the 
standard to which the test applies. The 
results of all tests performed shall be 
considered in determining whether or 
not the test results meet the test ob-
jective, except that a test result may 
be disregarded when it is established 
that the test is invalid due to causes 
unrelated to the product. 

§ 610.2 Requests for samples and pro-
tocols; official release. 

(a) Licensed biological products regu-
lated by CBER. Samples of any lot of 
any licensed product together with the 
protocols showing results of applicable 
tests, may at any time be required to 
be sent to the Director, Center for Bio-
logics Evaluation and Research (see 
mailing addresses in § 600.2(c) of this 
chapter). Upon notification by the Di-
rector, Center for Biologics Evaluation 
and Research, a manufacturer shall not 
distribute a lot of a product until the 
lot is released by the Director, Center 
for Biologics Evaluation and Research: 
Provided, That the Director, Center for 
Biologics Evaluation and Research, 
shall not issue such notification except 
when deemed necessary for the safety, 
purity, or potency of the product. 

(b) Licensed biological products regu-
lated by CDER. Samples of any lot of 
any licensed product together with the 
protocols showing results of applicable 
tests, may at any time be required to 
be sent to the Director, Center for 
Drug Evaluation and Research (see 
mailing addresses in § 600.2(c) of this 
chapter) for official release. Upon noti-
fication by the Director, Center for 
Drug Evaluation and Research, a man-
ufacturer shall not distribute a lot of a 
biological product until the lot is re-
leased by the Director, Center for Drug 
Evaluation and Research: Provided, 
That the Director, Center for Drug 
Evaluation and Research shall not 

issue such notification except when 
deemed necessary for the safety, pu-
rity, or potency of the product. 

[40 FR 31313, July 25, 1975, as amended at 49 
FR 23834, June 8, 1984; 50 FR 10941, Mar. 19, 
1985; 55 FR 11013, 11014, Mar. 26, 1990; 67 FR 
9587, Mar. 4, 2002; 70 FR 14984, Mar. 24, 2005; 80 
FR 18093, Apr. 3, 2015] 

Subpart B—General Provisions 
§ 610.9 Equivalent methods and proc-

esses. 
Modification of any particular test 

method or manufacturing process or 
the conditions under which it is con-
ducted as required in this part or in the 
additional standards for specific bio-
logical products in parts 620 through 
680 of this chapter shall be permitted 
only under the following conditions: 

(a) The applicant presents evidence, 
in the form of a license application, or 
a supplement to the application sub-
mitted in accordance with § 601.12(b) or 
(c), demonstrating that the modifica-
tion will provide assurances of the safe-
ty, purity, potency, and effectiveness 
of the biological product equal to or 
greater than the assurances provided 
by the method or process specified in 
the general standards or additional 
standards for the biological product; 
and 

(b) Approval of the modification is 
received in writing from the Director, 
Center for Biologics Evaluation and 
Research or the Director, Center for 
Drug Evaluation and Research. 

[62 FR 39903, July 24, 1997, as amended at 70 
FR 14984, Mar. 24, 2005] 

§ 610.10 Potency. 
Tests for potency shall consist of ei-

ther in vitro or in vivo tests, or both, 
which have been specifically designed 
for each product so as to indicate its 
potency in a manner adequate to sat-
isfy the interpretation of potency given 
by the definition in § 600.3(s) of this 
chapter. 

§ 610.11–610.11a [Reserved] 

§ 610.12 Sterility. 
(a) The test. Except as provided in 

paragraph (h) of this section, manufac-
turers of biological products must per-
form sterility testing of each lot of 
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